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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed f 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)D Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)|EI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) D Claim(s) 60-72 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) 60,62-68 and 71 is/are allowed. 

6) D Claim(s) 69 and 70 is/are rejected. 
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8) D Claim(s) are subject to restriction and/or election requirement. 
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> DETAILED ACTION 

Claims 60, 61, 64-72 have been amended. Claims 60-72 are pending and under consideration. 

Text of title 35, U.S. code not found in this action, can be found in a prior action. 

Claims 61, 70 and 72 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 61 recites "cancer cell specific HLA-F antigen is obtained by expressing DNA 
comprising SEQ ID NO:3". Claim 70 recites "cancer cell specific HLA-F antigen is obtained by 
expressing DNA comprising SEQ ID NO:2". Claim 72 recites "cancer cell specific HLA-F 
antigen is obtained by expressing DNA comprising SEQ ID NO:l". Independent claims 60, 69 
and 71 require the HLA-F antigen of EQ ID NO:6, SEQ ID NO:3 and SEQ ID NO:4. It is 
unclear how claims 61, 70 and 72 further limit claims 60, 69 and 71. The scope of claims 62, 70 
and 72 appears to be the same as the scope of claims 60, 69 and 71, respectively. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
(e) the invention was described in 

(1) an application for patent, published under section 122(b), by another filed in the United 
States before the invention by the applicant for patent,; or 

(2) a patent granted on an application for patent by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the 
treaty defined in section 351(a) shall have the effects for the purposes of this subsection of an 
application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 69 and 70 are rejected under 35 U.S.C. 102(e) as being anticipated by Morin et al 
(WO 01/75 1 77, priority to April 3, 2000). 
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Claim 69 is drawn to a method of diagnosing a cancer that is non-specific to various 
organs comprising the steps of contacting a cancer cell specific HLA-F antigen comprising SEQ 
ID NO: 5 with the body fluid of a subject and detecting the formation of an immune complex 
with antibodies in said body fluid. 

Morin et al disclose the ovarian cancer antigen of SEQ ID NO: 82 (page 13, line 19) 
which is identical to the instant SEQ ID NO:5. Morin et al teach (page 16, lines 1-7) 

In addition, since rapid tumor cell destruction often results in autoantibody generation, the 
ovarian tumor markers of the invention may be used in serological assays (e. g, an ELISA test of 
a subject's serum) to detect autoantibodies against ovarian tumor markers in a subject. Ovarian 
tumor marker polypeptide-specific autoantibody levels that are at least about 3-fold higher (and 
preferably at least 5 -fold or 7-fold higher, most preferably at least 10-fold or 20-fold higher) 
than in a control sample are indicative of ovarian cancer. 

The disclosure of an ELISA test fulfills the specific embodiment requiring the 
application of a secondary antibody. The claim objective of diagnosing cancer that is non- 
specific to various organs fails to exclude the detection of ovarian cancer because the active 
method disclosed by Morin et al comprises the same steps as the instant method, the only 
difference being Morin et al did not disclose SEQ ID NO: 82 as a "universal" cancer antigen. 
Further, Morin et al fulfills the specific limitation of claim 70 because the HLA-F antigen of 
claim 70 is obtained by the process of expressing the DNA of SEQ ID NO:2 and the M.P.E.P. 
(2113) states 

PRODUCT-BY-PROCESS CLAIMS ARE NOT LIMITED TO THE 
MANIPULATIONS OF THE RECITED STEPS, ONLY THE STRUCTURE 
IMPLIED BY THE STEPS 

Thus the cancer cell specific antigen obtained by expressing the DNA sequence of SEQ ID NO:2 
is the same as the cancer cell antigen of SEQ ID NO:82 as disclosed by Morin et al. 
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All other rejections and objections as set forth in the previous Office action are withdrawn in 
light of applicants amendments. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen A. Canella whose telephone number is (571)272-0828. 
The examiner can normally be reached on 1 1 am to 10 pm, except Wed, Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on (571)272-0832. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Karen A. Canella, Ph.D. 
4/14/2006 



KAREN A. CANElLA PH.D 
PRIMARY EXAMINER 
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